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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


PCT/JP2006/311575 


Box No. I Basis of this opinion 


1. With regard to the language, this opinion has been established on the basis of: 




the international application in the language in which it was filed 




1 1 the translation ofthe international application into , which is the language of a 
translation furnished for the purposes of international search (Rule 12.3(a) and 23. 1(b)). 


2. With regard to any nucleotide and/or amino add sequence disclosed in the intematio 
invention, this opinion has been established on the basis of: 




a. type of material 




^ a sequence listing 




1 1 tablets) related to the sequence listing 




b. format of material 




1 1 on paper 




1^ in electronic form 




c. time of filing/fiimishing 




contained in the international q>plication as filed 




1 1 filed together with the international application in electronic form 




1 1 fiimished subsequently to this Authority for the purposes of search 




3. 1 1 In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed or 
fiimished, the required statements that the information in the subsequent or additional copies is identical to that in the application as 
filed or does not go beyond the application as filed, as appropriate, were fijmished. 


4. Additional comments: 
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WRITTEN OPINION OF THE 




INTERNATIONAL SEARCHING AUTHORITY 


PCT/JP2006/311575 


Box No. IV Lack of unity of invention 


1 . 1^ In response to the invitation (Form PC'T/ISA/206) to pay additional fees the applicant I 


las, within the applicable time limit: 


1 1 paid additional fees 




1 1 paid additional fees undtr protest and, where applicable, Ihe protest fee 




1 1 paid additional fees under protest but the applicable protest fee was not paid 




1 1 not paid additional fees 




2- D\l This Authority found that the requirement of unity of invention is not conqilied with and chose not to invite the applicant to pay 


additional fees. 




3. This Authority considers that the requirement of unity of invention in accordance with Rules 


13.1, 13.2 and 13.3 is 


1 1 complied with 




1^ not complied with for the following reasons: 




"The special technical feature" of tlie subject matter of claim 1 relates to a method for stabilizing 


sc(Fv)2 including a process of introducing a site-directed mutat 


ion. "The special teclmical 


feature" of the subject matter of claim 10 relates to sc(Fv)2 whc 


se Tm value is not less than 


55°C. 




These inventions are not so linked as to form a single g 


eneral inventive concepl, since 


there is no technical relationship among those inventions involving one or more of the same or 


corresponding technical features. 




4. Consequently, this opinion has been established in respect of the following parts of the interr 


rational application: 


1^ all parts 




1 1 the parts relating to claims Nos. 
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PCT/JP2006/311575 



Reasoned statement under Rule 43bls.l(a)(i) with r^ard t^ 
citations and explanations supporting such statement 



I novelty, inventive step or Industrial applicability; 



Industrial applicability (lA) 



2. Citations and explanations; 

Document 1 : WO, 0 1-79494, Al (Chugai Pharmaceutical Co., Ltd.), 25 October, 2001 (25.10.01) 
Document 2: WO, 02-33073, Al (Chugai Pharmaceutical Co., Ltd.), 25 April, 2002 (25.04.02) 
Document 3: J. Immunol. Methods, 1999, Vol. 231, No. 1-2, pages 177 to 189 
Document 4: Biochemistry, 2003, Vol. 42, No.6, pages 1517 to 1528 
Document 5: Int. J. Cancer, 2003, Vol. 107, No. 5, pages 822 to 829 



Claims 1-13 

I he sub jccl mailers of claims 1-13 do not appear to involve an inventive step in view of 
documents 1-5 cited in the ISR. 

Documents 1-3 describe modified antibodies comprising a single strand polypeptide 
containing two H chain V domains and two L chain V domains of a monoclonal antibody. 

Documents 4-5 describe a method for stabilizing scFv by introducing a site-directed 
mutation into the scFv. 

As for the subject matters of claims 1-13, it was a well-known technical problem before 
filing the application concerned that when producing various modified antibodies, stabihty of the 
antibodies is improved. In order to solve the problem, it was a well-known art to introduce a 
mutation such as amino acid residue substitution. Therefore, a person skilled in the art could have 
easily introduced a mutation such as amino acid residue substitution into the sc(Fv)2 antibody in the 
inventions described in documents 1-3, referring to the descriptions in documents 4-5. 
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